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RTHO 
:f:: MOLECULAR 
*eon PRODUCTS 

Ortho Molecular Products Inc. 

30 17 Business Park Drive 
80. Box 1060 

Stevens Point, WI 54481 
7 15.342.988 1 Phone 

800.332.235 i 
7 15.342.9866 Fax 

orthomolecularproducts.com 

Office of Special Nutritional (HFS-450) 
Center for Food Safety and Applied Nutrition 
U.S. Food and Drug Adm in&ration 
5100 Paint Bra&h Parkway 
College Park, MD 20740-3835 A 

Dear Sir/Madam: 

May 17,2005 

This letter will serve as notification, pursuant to section 403 (r)(6) of me Federal Food, Drug, and 
Cosmetic Act and 21 CFR 101.93, that Ortho Molecular Producrs, Inc. is using the following claim  on its 
label (see attached labels on page 2). 

Name of Manufacturer: Ortho Molecular Products, Inc. 
30 17 Business Park Drive 
P.O. Box 1068 
Stevens Point, W I 5448 I 

Statement Text: Gastrointestinal Support, Immune Health 

Dietary Ingredients: Mastic Gum Extract, Bismuth Citrate, Berberine Sulfate, Ginger Root Extract 
(Standardized to ‘contain 5% Gingeroh), Natural vegetable. capsules, AscorbyI Palmitate, Magnesium 
Stearate, M icrocrystalline Cellulose, Silicon Dioxide, 

Dietary Supple&e& Name: Pylorieil 

As required, enclosed are two photocopies of this notification. 

I certify that the information presented and contained in this notice is complete and accurate, and that 
Ortho Molecular Products, Inc. has substantiation that the statement is truthful and not m isleading. 

Sincerely, 

Melissa Slager I 

Document Contrbl/ Training Manager 
Ortho Molecular .Products 
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Ortho Molecular Products Inc. 

3017 Business Park Drive 
P.0. Box 1060 

Stevens Point, WI 5448 I 
7 15 342.988 I Phone 

800.332.235 I 
715.342.9866 Fax 

orthomolecularproducts.com 

Attachment of Pyloricil Labels 

Suggested Use As a dretary supplement, 1 capsule three tin& 
per day or as recommended by your health care profession@ 
Formulated to be free of allergens derived front Gluten, egg, 
dairy peanuts, soy, yeast, artificial colors and flavors if you 
are pregnant or nursmg, consult yoor physiclan before takmg 
this product As with all dietary supplements, rome individu- 
als may not tolerate or may be allergic to the ingredients 

v\ used. Please read the rngredmnt panel carefulfy 

w 
prior to ingestion. Cease taking this product and 

izz-$ 
consult your physictan rf you have negative 

-._ reactions upon ingestnn. KEEP co~i.4~~~ natmy 

Suppiement Facts 
Ssfvingsiie. 3 Capsules 
Ser$ngs Par Container: 30 

Amount Per % DaRy 
3 capsules contain Serving Value 
M&.tic Gum Extract 1000mg * 

B’ ramuth rate 
-r?aberme Sulfate 
~ingger Root Extract 

1OOmg * 
1OOmrf * CLOSE0 STonE AT ROOM iEwER4nRE Km OUT OF ” 

? REAM OF WIUWN This pro&cl was seated for your 
protectiofl. Do not use if outer logoed neck seal M 
mrter~seal are missng or damaged 

Ogter logf~efl~‘Na~al vegetable capsoles lhii product may 
q~taln’me M nldre of the follawmg: Ascmbyt Patmitate, 
M8gnestuin Stemi Mtrmctystalfme Cellulose and SWofl Dioxide 
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